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SUBJECT: FDA ADVISORY INCORRECT PROGRAM CARD FOR 
DIAGNOSTIC MEDICAL DEVICE (RECALL T-078/079-7) 

1 . FDA ADVISES OF THE FOLLOWING RECALL: 

PRODUCT INVOLVED: SGOT AND SGPT "SPIN CHEM" MAGNETIC PRO- 
GRAM CARDS (PRODUCT NUMBERS 85207 AND 85208). THESE MAG- 
NETIC PROGRAM CARDS PERMIT THE USE OF SMITH KLINE INSTRU- 
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MENTS, INC. SGOT (SERUM GLUTAMIC OXALOACETIC TRANSAMINASE) 

AND SGPT (SERUM GLUTAMIC PYRUVIC TRANSAMINASE) "SPIN CHEM" 

IN-VITRO DIAGNOSTIC REAGENTS IN THE GILFORD SYSTEM 3500 FOR 
THE DETERMINATION OF TRANSAMINASE LEVELS IN HUMAN SPECIMENS. 

MANUFACTURER: GILFORD INSTRUMENT LABORATORIES, INC. 

132 ARTINO STREET 
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OBERLIN, OHIO 44074 

SMITH KLINE INSTRUMENTS, INC. 

880 WEST MAUDE AVENUE 
SUNNYVALE, CALIFORNIA 94086 

RECALLING FIRM: SMITH KLINE INSTRUMENTS, INC. 

880 WEST MAUDE AVENUE 
SUNNYVALE, CALIFORNIA 94086 

2. REASON FOR RECALL: 

ON 12/23/76 A CUSTOMER REPORTED THEY WERE NOT GETTING THE 
IA (INITIAL ABSORBANCE) FLAG WITH PATIENT SAMPLES WHICH 
SEEMED TO BE EXHAUSTING THE SUBSTRATE OF THE REAGENT. A 
SECOND COMPLAINT OF A SIMILAR NATURE WAS RECEIVED ON 1/4/ 

77, INVESTIGATION BY THE FIRM DETERMINED THAT THERE WAS 
AN OMISSION OF THE IA FLAG IN THE PROGRAM CARD WHICH TELLS 
THE USER THAT THE SUBSTRATE OF THE REAGENT IS EXHAUSTED 
RESULTING IN POSSIBLE INVALID TEST RESULTS (IT MAY CAUSE A 
HIGHLY ABNORMAL SAMPLE TO PRINT OUT AS A LOW NORMAL OR 
SUBNORMAL VALUE.) 

THE SGOT AND SGPT REACTIONS RESULT IN DECREASING ABSORB 
ANCE. A HIGH SAMPLE REACTING QUICKLY WILL DECREASE THE 
ABSORBANCE OF THE REACTION MIXTURE RAPIDLY AND EXHAUST 
THE SUBSTRATE. THE IA FLAG, WHEN OPERATIVE, TELLS THE 
OPERATOR THAT THE ABSORBANCE HAS PASSED BELOW 0.8A INDIC- 
ATING THAT THE SAMPLE ACTIVITY IS TOO HIGH TO BE DETERMINED 
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WITH SUBSTRATE PRESENT AND THAT SUBSTRATE EXHAUSTION HAS 
OCCURRED. SUBSTRATE EXHAUSTION ALSO MANIFESTS ITSELF AS 
AN EXTREMELY LOW RATE-AS A SUBNORMAL SAMPLE. THUS, 

SAMPLES WHICH MAY ACTUALLY HAVE EXTREMELY HIGH CONCENTRATION 

OF OT/PT GAVE A NORMAL OR SUBNORMAL ANSWER ON THE PRINT 

OUT. 

3. POSTS ARE REQUESTED TO CONTACT CONSIGNEES TO DETER- 
MINE IF THEY HAVE RECEIVED RECALL TELEX OF JANUARY 31, 

1977 INSTRUCTING THEM TO IMMEDIATELY STOP USING DEFECTIVE 
CARDS AND TO RETURN THEM TO SMITH KLINE INSTRUMENTS, INC. 

FIRM ALSO SENT FOLLOW-UP LETTER TO TELEX OF JANUARY 31, 

1977. ANY QUESTIONS CONSIGNEES MAY HAVE REGARDING RECALL 
SHOULD BE DIRECTED TO RECALLING FIRM. 

4. CONSIGNEES AS FOLLOWS: 

SMITH KLINE AND FRENCH, LTD 
FRENCH S. FOREST N.S.W., AUSTRALIA 
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SMITH KLINE INSTRUMENTS, GMBH 
AUSTRIA 

FORMED 

RIO DE JANEIRO, BRAZIL 

EIKEN CHEMICAL COMPANY, LTD 
TOKYO, JAPAN 

GIST-BROCADES 
DELFT, THE NETHERLANDS 

IZASA, S.L. 

BARCELONA, SPAIN 
(DEALER: SPAIN) 
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SMITH KLINE INSTRUMENTS, INC 
HERTFORDSHIRE, ENGLAND 
VANCE 
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